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Claims 1-17 are pending in the instant application, claims 
6 and 10-17 have been withdrawn from consideration and 
siibsequently canceled without prejudice by Applicants in this 
amendment. Claim 1-5 and 7-9 have been rejected. claim 1 has 
been amended. New claims la through 2i have been added. Support 
for these amendments is provided in the specification at pages 
13-15, page 20, lines 8-11, and page 32. lines 1-20, Thus, now 
new matter is added by these amendments. Reconsideration is 
respectfully requested in light of these amendments and the 
following remarks. 

1, Finality of Restriction Requirement 

The Examiner has made final the Restriction Requirement 
mailed January 28, 2004. Thus, in an earnest effort to advance 
the prosecution of this case, Applicants have canceled without 
prejudice nonelected claims 6 and 10-17. in light of the 
finality of this Restriction Requirement, Applicants: reserve the 
right to file a divisional application to the canceled subject 
matter. 

With respect to the Examiner's denial of Applicants' request 
to include SEQ ID NO: 47 because no common core structure is 
disclosed for SEQ ID NO:47 and 48, Applicants are providing 
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herewith a sequence alignment of SEQ ID N0:47 and 48 clearly 
demonstrating the core structure which these sequence share. 
Reconsideration of inclusion of SEQ ID NO: 47 within the instant 
claims is therefore respectfully requested. 



Priority to Provisional implication 



Applicants are providing herewith evidence, as' requested by 
the Examiner, in the form of a sequence alignment demonstrating 
that SEQ ID NO;40 of U.S. Provisional Application Serial No. ' 
60/268,999 is identical to SEQ ID NO:47 of the instant 
application. Further, evidence ie provided herewith in the form 
of a sequence alignment demonstrating the core sequence shared by 
SEQ' ID N0:47 and SEQ ID NO: 48 Of the instant invention. The 
provided evidence clearly demonstrates th.t the elected invention 
was disclosed in U.S. Provisional Application Serial No. 

■ 

50/268,999 and that the priority claim is valid. 
III. Objection to 



Claims 1^5 and 7-9 are objected to because they do not 
reflect the elected subject matter, namely SEQ id noi: 48 encoding 
polypeptide SEQ id NO: I5l . 

Accordingly, in an earnest effort to advance the prosecution 
of this case. Applicants have amended the claims to be drawn to 
the elected sequences. 
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Withdr™i of this objection is therefore respectfully 
requested, 

IV. Rejection of Claims 1-5 and 7-9 under 35 U.S.C. 101 and 112 

Claims 1^5 and 7-9 have been rejected under 35 U.S.C. loi 
and 112 as the Examiner suggests that the claimed invention lacks 
patentable utility. 

Applicants respectfully traverse these rejections. 

Data from bioassayg demonstrating the. utility of the claimed 
nucleic acid sequences is set forth in the specification at 
pages 111 through iia. As shown therein, using the PsmamOOl.dc 
bioaasay, the claimed nucleic acid sequences were identified as 
differentially expressed in breast ductal cancer as compared to 
other normal tissues. Further, using the Psmam005.dc bioassay, 
the claimed nucleic acid sequences were identified as 
differentially expressed in breast ductal cancer as compared to 
Other gynecological cancers. 

The case law on utility ia quite clear; mere identification 
Of a pharmacological activity of a claimed compound that is 
relevant to an asserted pharmacological use provides an immediate 
benefit to the public and thus satisfies the utilityi requirement . 
Nelson V. Bowler, S2S F.2d 853, 206 USPQ 881, 883 (CCPA 1980). 
Clearly identification of SBQ ID NO: 48 and 47 as being 

1 
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differentially expressed in breast cancer tissue as compared to 
normal tissue and other gynecological cancers constitutes a 
pharmacological activity relevant to the asserted use ag a 
diagnostic for breaat cancer, thug satisfying the utility 
requirement with respect to these nucleic acid molecules. 

Withdrawal of these rejections under 35 U.S.C. § loi and 
§112, first paragraph, is therefore respectfully requested. 
V. Rejection of Claims 1-5 and 7-9 under 35 U.S.C, § 112, first 
paragraplt - Written Description 

Claims 1-S and 7-9 have been rejected under 35 u.S.c. § 112, 
first paragraph, as containing subject matter which. was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventors, at 
the time the application was filed, had possession of the claimed 
invention. The Examiner suggests that the exact sequence of SEQ 
ID NO:48 meets the written description requirements: However, 
the Examiner suggests that the claims encon^ass gene sequences, 
encoding sequences and so forth which do not meet the written 
description provision of 35 u.s.C. S 112. first paragraph. 
Further, the Examiner suggests that there is insufficient 
description in the specification for nucleotides having more than 
60% identity. 
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Applicantg respectfully traverse this rejection. 

At the outset, it is respectfully pointed out that claim i 
has been amended and part ,(d) relating to nucleic acid molecules 
with at least 60% identity has been deleted, thus mooting this 
aspsct of the rejection. 

Further, in addition to the teachings of the specification 
acknowledged by the Examiner to meet the written description 
requirements for SEQ ID NO;48, Applicants respectfully direct the 
Examiner to page iii-iia wherein ATCC deposit information for 
clones containing this sequence are described. In accordance 
with MPEP § 2163, reference to a deposit may also satisfy the 
written description requirement with respect to a claimed 
material. Deposit of this clone clearly demonstrates Applicants- 
possession of other elements included in DNA and places the 
public in possession as well. 

Thus, the instant specification and the claims as amended 
meet the -essential goal" of the written description requirements 
of 35 D.S.C. § 112, first paragraph as set forth in MPEP § 2163. 

Withdrawal of this rejection under 35 u.s.c. § 112, first 
paragraph, is therefore respectfully requested. 
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VI. Rejection of Claim 1-5 and 7-9 under 35 U.S.C. 112, first 
paragraph - Lack of Enablement 

Claima 1-5 and 7-9 have been rejected under 35 U.S.C. § 112, 
first paragraph, for lack of enablement. The Examiner has 
acknowledged the specification to be enabled for the nucleic acid 
sequence of SEQ ID WO; 48 but does not provide enablement for 
polynucleotides having at least 60% identity to polynucleotides 
encoding SEQ ID NO: 151. 

Applicants respectfully traverse this rejection. 

At the outset. Applicants respectfully disagree with the 
Examiner citation of skolnick et al. as being relevant to the 
instant claimed invention. Teachings of Skolnick et al. relate 
to a protein, not nucleic acid molecules as set forth in the 
instant claims. 

Further, as discussed in Section V, Applicants have deleted 
part (d) of claim 1 relating to nucleic acid molecules with at 
least 60% identity, thus mooting this rejection. 

Withdrawal of this rejection is therefore respdctf ully 
requested. 

i 

VII. Rejection of CXaime 1-5 under 35 U.S.C. 102(a) 

Claims 1-5 have been rejected under 35 U.S.C. 102(a) as 
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being anticipated by the sequence of Accession nuinbe:c BF953475 
(01/2001) and the sequence of Accession number AL110228. The 
Examiner suggests that the referenced sequences show more than 
95% similarity to regions of SEQ id NO: 48 of the instant 
invention. Thus, the Examiner suggests that these sequences 
would be expected to selectively hybridize to SEQ ID NO: 48. 

Further, claims 1-5 have been rejected under 35 U.S.C. 
102 (a) as being anticipated by the sequence of Accession number 
AB040959. The Examiner suggests that the referenced sequence has 
96% identity to a polynucleotide encoding polypeptide SEQ ID 
NO: 151. 

Accordingly, in an earnest effort to advance the proaecution 
of this case. Applicants have amended part (c) of claim 1 in 
accordance with teachings at pages 13 through 15 of the 
specification to state that the nucleic acid molecule hybridizes 
under stringent conditions to a nucleic acid molecule of part (a) 
or part (b) . Further, stringent hybridization conditions are 
defined specifically in the claim as conditions of 50% 
formamide/6X SSC at 42=c for at least lo hours or 6X ssc at C8=c 
without formamide for at least lo hours. Sequences of Accession 
number BF953475 (01/2001) and Accession number AL110228 would not 
hybridize under these stringent conditions and therefore do not 
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meet the limitations of the claims as amended and thus cannot 

■ 

anticipate the claims as amended. 

Further, Applicants have amended claim 1 to delete part (d) 
thus mooting the rejection over teachings of Accession number 
AB040959 with respect to percent identity. 

Withdrawal of these rejections under 35 U.S.C. § 102(a) is 
therefore respectfully requested. 
VXII . Conclusion 

Applicants believe that the foregoing comprises a full and 
complete response to the Office Action of record. Accordingly, 
favorable reconsideration and subsequent allowance of the pending 
claims is earnestly solicited. 



Date:^ Aucmfl^- 19. 

LICATA & TYRRELL P.C, 
66 E. Main Street 
Marlton, New Jersey 08053 
(856) 810-1515 



Respectfully submitted, 

Kaphleen A, Ty^^eill 
Reg. No. 38,35 




PAGE 16/22 ' RCVD AT 8/19/2004 4:43:08 PM [Eastern Daylight Time] ' SVR:U8PTO-EFXRF-1/6 ' DNIS:8729306 ' CSID:856 810 1454 ' DURATION (inm-ss):0544 



08/19/04 16:43 FAX 856 810 1454 UCATA & TYRRELL 



017 




6502466498 



p,2 



BLAST 2 SEQDENCES RESCTS VERSION BLAS™ j^j p»,r.24.2(KB) 

xjdropoff: '™ = — — - — ■ t,—.-, 



Sequence 1 lclH_DEX03l2_48 Length 1677 (1 1677) 
Sequence 2 Jcl)2_DEX0312_47 L^ngfli 667 (1 667) 

2 






NOT^.:The st^^. (bi^^^^ and expect value) i. caloidated ba^d onthc size of d^b«^ 
N'OTE:If protein translation is rev«.ed, ple^e ..peat the search vnft teverse st«nd of the 



score - 1.23 B bits (644), Expect - 0.0 
Identities = 646/G47 (99%) 
Strand = Plug / Plus 



query sequence 




Query: 1031 ccataaccctgccctcatc=cagatctat<reaoat««i.» 

ccata.ccctgccctc«tiiiiaiiiiiiiilli/ 'iiii Il'il 1 " ' " " ' 



Sbjctz 21 



Qtiery: 1D5L 
Sbjct: 81 



a 
I 



Query: 
Sbj ct : 



1151 



141 



a^ragsgaiiciiiggiii^il^^ii' 'i'i'^ ' M I I | , I f I M I I 1 I I I If | 

yayyuy-anctggccagaggccaccaggctggatcccatgaagaaat 



140 



1210 



Quexyi I2ll gccaacagtgtaat^tgt 

gccaacagtgtaatgtgtcaccttttgatcctc^t 



300 



cacc 1270 



gaaatctcagcctggtggccact: 260 



V *«'*9<=aT:gT:cC9i:ctgtcitgtctgtct:gtgtctctctgtgtgt9 



320 



3bjct: 321 



i/19aOQ4 Page 1 
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Query: 1453. aagataac£gtgttctctafcaaaaaaaaaa,-=,„^j- 



laca-a 1510 
MM 

ctaacaa 500 

Query: 1511 Ctcagc4actctcgcagaaaaoaocaeaaaa,-rT„ 

Sbjct: 501 ctcagcaactctcgcagaiaaiii«iiii.!i!' " ' " " ' N I I I I I I I I If | | | | | 

y cagaaaagagcacaaaacgggagaaacaagaaacaaacgggagaca 5 60 

Query: XS7X rTTT M 1?^ M TTTHrrtn Tr??? M T??? M TnfT?^???"^^^^'^^-^^--^ 

Stajct: 551 agactagagaa««cacecl™™i;ii:Iliiilllill ' " ' ' ' ( I I I I | | | | | | | M M 



.gagaa«acac.ggac:agcggacaaaaacacgrgaggga;c;;;^;i;;;^;;i^ 
Query: I63i ^^'-^-"-----^cgtga^ 

Sbjct: B21 giliiicittiiiccUiliiiiiilii! """1111111111111 . 

Score - 41.1 bits (21), Expect = 0.67 
strand Plus / Minus 



620 



Query: 108. agagagagatg.tt.ggg^tgtay^tgg^ 

SH^^^. ^ftl 'Mil I J II I III J I I f I M I [ j I 1 I i.| 7 

CPU time: O-Ol user sees. 0.00 sys. sec^s 



Lambda K H 

L-33 0.621 1.12 

Lambda k h 

3--33 0.621 1.12 



Matrix: l:)lastn inatrisc:! -2 

Wuinbe^r of Hits to db. 44 ^-«»s^on. 2 

Number of Sequences; 0 

Number of extensions i 44 

Nunibar Of successful extensions: 44 " 

Number Of sequences bettor than 10,0- 1 

length of query: .567 

2, sasi^ess, 539 

effective HSP len|gth: 24 
ef^ectiv^ length query x 64 3 

^ff^^^^""^ length Of caatat>aSB: 2,385,885,515 
effectxve search apache: 153 412439614 5 
extective search epace uaed: 1534124386145 

A: 30 : 
Kl: 6 (11. 5 i>its) 
K2: 26 <50.C bits) ' 
31.- 12 (23.8 bits)' 

8/19/2004 Page 2 



0,01 total sec^ 
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62; 13 (37,2 bi-CS) '. . 
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01020 



p. 5 



BL.;VS'i" 2 .>:oqE.«encc>i 



BLAST 2 SEQUENCES RKSULTS VERSION BLASTN 2.23 [Api^24-2002] 

Match:|l J j ga p opcii:f5^_ ■ gap extension: |2 ' 

x__dropoff: [50 ~! expect:|lO 000( wordsize: [Tl~l Filter H ^^^^"^ 



Sequence 1 lcl|DEX01SS_40 Lmgtji 667 (1 667) 
Sequence 2 lcl|DfiX0312_47 Length 667(1 ..667) 




zdB: 




NOTBiThe statistics (bitscore and expect value) is calculaled baaed on the size of or database 

XOTB:If protein translation is reversed^ please i^peat the seaireh with reverse strand of the qu^ sequence 

Score = 12S3 bits Bnpecr = 0.0 

Identities « 667/667 C100%} 
Strand — Plus / Plus 




gcgtggtcgcggcccgaggiiGcataaccctg-ccGtcatCccagatctigtgcagatgaaag 60 

M I 1 1 1 1 1 1 1 1 1 J 1 1 i I N f 1 1 1 { I 1 1 1 1 1 1 M [ M j 1 1 M 1 1 1 1 1 [ r i r 1 1 t f r 

gcgtggtcgcggcccgaggtccataaccctgccGtcatcccagarctgtgcagatgaaag SO 



Query: 61 
Stojct: 61 



a^a^ggagggagaggga6.sgagagagatgct1ltggggt:gtat-tt.ggccagaa^ccaccag 120 
J n ] I 1 I I I I i I M I I i I t I I I I I I I 1 I I I M I I } [ ) M I I I [ I f I I I I I i I [ 1 I J I I M 
agagggagggagagggaaagagagagatgctttggggtgtatttggccagaggccaccag 120 



Query: 

Sbjct : 



1.21 



gctggatceca-zgaagaaatctgg^giLgagagggtctcaaagtcataaactgagatccagt 180 
• I I I I i I 1 I II I I I I I I I I I i 1 M I I I 1 ] 1 1 I 1 1 I I 1 1 I I I I I I I t I I I I I I I I I I N I I 
121 gctggatcccatgaagaaatrctgggtgagagggtcttaaagtcataaactgaga-bccagt 180 



Qu&ry: ISl tgccaggtggctgcatagttgccaacagtgtaatgt-gtcaccttttgatcttca-fccagaa 240 

I M I I M 1 I I M I t 1 I [ 1 1 [ 1 ] I I I I I -I I I I.M I I i I i I I I I I I I I I 1 I I I I 1 I I N M I 
Sbjct: 181 tgccaggtggctgcatagttgccaacagtgtaatgtgtcaccttttgatcttcarcagaa 240 

Qu-ery: 241 atc-tcagcctggtggccacctggccaaatacactgcagagcatgtctgtctgtctgtctg 300 

I i 1 1 1 1 M i 1 1 1 ! f 1 1 1 1 1 1 1 1 i 1 1 1 1 1 [ 1 1 1 1 i 1 1 1 1 1 1 1 1 1 n I I ) I [ i I 1 N 1 i [ I I . 

Sbjct: 241 atctcaqcctggtggccacctggccaaatacactgcagagcatgtctgtctgtctgtctg 300 



QuQry 



301 



■tctgtgtctctct-gtgtgtgtgtgtgtgtgtgtgtgtgtgtgtgtgtg^gtgtgtgtigtg 360 

i ! I M 1 I I I I I ) I I I I I I M 1 ! I I I I I I I I I M I I M ) I I I I I I I I I I I 1 I I I I I I I I I I 
301 tct^gtctrtctgtgtgtgtgtCftg-tgtgtgtgtgtgtgtgtgtgt^gtgtgtgtgtg 360 
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Quexyx 361 tgi:ctcGtcactctttcatcctatcattacatagt:agtat:aataataaatattagagaga 420 
^K-i.. ^^1 i'i' '1'^' ' Ml IIIIIIIIIIIIIMI IIMMIIIIIIJJIII 

Sbjcti 361 -tgtctcctGactctttcsitcc-tatcattacatagtagtataataataaatattagagaga 420 

Query: 421 tac3cagaaaal:atatagagaagataacagt:gttotctataaaaasiaaaacagctgccct 4 BO 
^. , ''»>^^^»«lM|||||||||||||NMriIIII!|||l|]|||jJ||||||M,||,|| 
bn^ct* tacacagaaaatatatagagaagataacagtgttctctataaaaaaaaaaca^ct^ccct 4 00 

Query: 481 ctctgcatagcttctaacaaatcagcaactctcgcagaaaa9sgcacaaaacgggagfl:a& 540 ^ 

cv,- + liiiMiiiiiiiiiMiiiifiiniiiiMimiM 

StoDci:. 461 ctctgcatagcttictaacaactcagcaactctcgcagaaaagagcacaaaacgggag^Jaa 540 

Query; 541 caagaaacaaai^gggagacaagactagagaaaacacaggacagcggacaaaaccacgtga 600 

llMMHIIMlJIIIIMinMMllliMIIMMlMMiiiiitniiiiii.ii 
sojcr: 541 caagaaacaaacgggagacaagactagagaaaacacaggacagcggacaaaaccacgt^a 500 

Query: 601 gggsgcaacaccagaggggcgaaccacattaccacacacacgtgaaaaagcgagaccagg 660 
-K- i*^''M*^l»'«lM>IIIIIIIIIIMIIIIINlll)!||l||I((rif|||MIII 
^toDct. 601 gggagcaacaccagaggggcgaaccacattacGccacacacgtgaaaaagcgagaccagg 660 " 

auery; 661 ggggaga 667 

J I I M I I ■ ' 

Sbjct: €61 ggggaga 667 

Score « 41.1 bits (21), Expect =.0.67 
Identities - 40/47 (S5%)^ Gaps = 1/47 (2%) 
Strand Pius / Minus 




Query: 245 ^^agcGtggtggccacctggccaaatacactgcagagcatgtctgtct 2 91^ 

, miiiiiiiiii I nifiiiitiiii II mil in m 

bDjjct: 124 cagcctggtggcctc-tggccaaatacaccccaa^gcatctctctct 7^ 

Score =41.1 bits (21), Expsct 0.67 
l^ientitiea - 40/47 f35%) , Gaps = 1/47 (2%) 
Strand =^ Plus / Minus 




Query: 7 9 ^^^gagagatgctttggggt gtatttggcca-gaggacaccaggctg 124 

Sfa.^^ "'IMI lltlMlllMII I IIIMNIIIIII : 

bDjct: 2 91 agacagacatgctctgcagtgtatttggccaggtggccaccaggctg 245 

CPU time: 0,01 usar sees. " 0-6o sys. sees 0.01 total: sees / 

Lambda K . fl . 

1.33 0.621 1-12' • . 

Gapped 

Lambda K H 

1.33 0.621 •1.12 , 

Matrix: blastn matrix: 1 -2 

Gap Penalties; Exist esnce: 5, Extenaion: 2 
Number of Hits to DB: 4 5 

8/ 19/2004 Page 2 
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NuintoBr of Sequences: 0 

Number of extensions: 4 5 

Nimber of successful exteiisfions : 45 

Number of soquenc^s better tiaait 10. Oi 1 

length of query: 667 

length of database: 2,385^9 85,539 

effective HSP len^tl^: 24 

effective lengt]rj of qu&ry: 643 

effective length of database: 2,395,365,515 

effective search space: 1534124386145 

effective saairch space usad; 1534124366145 

T: 0 

Ai 30 • 

XI: 6 (11. S bits) 
X2; 26 {50.0 bits) 
SI: 12 (23,9 bits) 
S2: 19 (37.2 bits) 
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